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DCI/IC 76-3273 

1 3 DEC 1978 C-7.^'/ 


MEMORANDUM FOR: Director of Central Intelligence 


FROM: 

SUBJECT: 


STATINTL 


Protection of Human Subjects in Research Undertaken 
or Sponsored by the Intelligence Community 


1. Attached are memoranda for the National Foreign Intelligence 
Board (NFIB) , Department of Health, Education and Welfare (DHEW),. and 
the National Commission for the Protection of Human Subjects of Bio- 
medical and Behavioral Research with a proposed DCID which provides 
guidelines for human subject research within the Intelligence Community 
(Attachments 1, 2, and 3). 

2. The research elements of the Intelligence Community have the 
dual responsibility of protecting human subjects in research as well as 
intelligence sources and methods. A potential exists for the two to 
come into conflict. The proposed DCID minimizes that potential by 
establishing and publishing, within the Community, guidelines to be 
followed. The DCID will implement section 5.d. of E.O. 11905 and will 
be in accord with Director Colby's statement of 1 August 1975 regard- 
ing guidelines on use of human subjects in research (Attachment 4). 

3. I recommend your signature on the proposed memoranda which 
provide background information and transmit the proposed directive to 
the NFIB, DHEW, and the National Commission for their comments and 
where applicable, concurrence. 


Attachments: 

1 - Proposed Letter to NFIB 

2 - Proposed Letter to DHEW 

3 - Proposed Letter to National Commission 

4 - Director Colby's Statement dtd 1 Aug 75 


STATINTL 
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. NATIONAL FOREIGN INTELLIGENCE BOARD l 


Executive Registry 


16 DEC 1976 


MEMORANDUM FOR THE NATIONAL FOREIGN INTELLIGENCE BOARD 


FROM: 


SUBJECT: 


George Bush 

Chairman ........ 

p rote cti °n of Human Subjects in Research Undertaken or 
Sponsored by the Intelligence Community 


.. T ^1 Attached is a proposed DCID which states the concern nf 

H]® intelligence Community for the protection of human subjects in 

pro^?on P :° JeCtS and Pr ° VideS 9uidelines t0 assure ?he necessar; 

rv +• T n 6 P r °POsed directive will implement section 5.d. of 
Executive Order 11905 and demonstrate responsiveness to recommenda- 
tions of Congressional committees that the Department of Health 
Education and Welfare (DHEW) Guidelines (PL 93-348) be followed’in 
conducting research which requires human subjects. Though PL 93-348 

r^c^ apP J ieS t ° Dd u?’ sets out the minimum standard which can be 
considered permissible for Intelligence Community research activities 
t does not address several issues pertinent to Intelligence. That 
legislation also established the National Commission for the Protection 
r n HU Tonl Uh i eC . tS Bl0medlcal a nd Behavioral Research. Section 5 d 
with thA°n ^ a 1 t - S tha ^ tbe forei 9n intelligence agencies are to comply’ 
Id^ g rrefelrch! neS he Nationa1 Commission in conducting human 

. 3 - None of these authorities addresses the generic problem that 

element of security classification is ]ntroL5. iJe 
ntelligertce Community has the dual responsibility of protectino human 
subjects in Us research as well as protecting intelligence souses 
exist^fo^th B f au J e both responsibilities must be met, the potential 

GuidpTitS: 55?!*? 0 t0 /°r 1n . conflict. The key elements of the DHEW 
Guidelines call for: (a) review of the proposed research bv autonomnuc 

whirh^n tut lone! Review Boards) and (b) informed consent procedures 

which provide a thorough explanation of the procedures and attendant 
risks or benefits so that the subject can make a reasoned decision 
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whether to participate. These requirements for disclosure may be in 
conflict with traditional security practices. The proposed directive 
provides guidance to correct that circumstance. 

4. When promulgated, this recommended policy would assist in 
the protection of human rights; be responsive to recommendations of 
Presidential and Congressional investigatory commissions; and be in 
consonance with guidance issued by currently authorized commissions 
whose principal concern is the protection of human life, rights and 
dignity. 

5. Please review the proposed DCID and send your comment and/or 
concurrence to the NFIB Secretariat by 15 January 1977. This item will 
not be placed on the NFIB agenda unless so requested by a Member. 


(sj. George BuiH 

George Bush 


Attachment: 
Proposed DCID 


2 
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NATIONAL FOREIGN INTELLIGENCE BOARD 



16 DEC 1976 


MEMORANDUM FOR: Dr. Donald T. Chalkley 

Director, Office for the Protection 
from Research Risks 
The National Institute of Health 

FROM: George Bush 

Chairman 

SUBJECT: Protection of Human Subjects in Research 

Undertaken or Sponsored by the Intelligence 
Communi ty 


1. Attached is a proposed DCID which states the concern of 
the Intelligence Community for the protection of human subjects in 
research projects and provides guidelines to assure the necessary 
protection. 

2. The proposed directive will implement section 5.d. of 
Executive Order 11905 and demonstrate responsiveness to recommenda- 
tions of Congressional committees that the Department of Health, 
Education and Welfare (DHEW) Guidelines (PL 93-348) be followed in 
conducting research which requires human subjects. Though PL 93-348, 
which applies to DHEW, sets out the minimum standard which can be 
considered permissible for Intelligence Community research activities, 
it does not address several issues pertinent to intelligence. That 
legislation also established the National Commission for the Protection 
of Human Subjects of Biomedical and Behavioral Research. Section 5.d., 
E.O. 11905 states that the foreign intelligence agencies are to comply 
with the guidelines of the National Commission in conducting human 
(drug) research. 

3. None of these authorities addresses the generic problem that 
arises when the element of security classification is introduced. The 
Intelligence Community has the dual responsibility of protecting human 
subjects in its research as well as protecting intelligence sources 
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and- methods . Because both responsibilities must be met, the potential 
exists, for the two to come in conflict. The key elements of the DHEW 
Guidelines call for: (a) review of the proposed research by autonomous 
bodies (Institutional Review Boards) and (b) informed consent procedures 
which provide a thorough explanation of the procedures and attendant 
r il iu or benefits so that the subject can make a reasoned decision 
whether to participate. These requirements for disclosure may be in 
conflict with traditional security practices. The proposed directive 
provides guidance to correct that circumstance. 

4. When promulgated, this recommended policy would assist in 

the protection of human rights; be responsive to recommendations of 
Presidential and Congressional investigatory commissions; and be in 
consonance with guidanceissued by currently authorized commissions 
whose principal concern is the protection of human life, rights and 
dignity. y 

5. The proposed DCID has been forwarded for your information. 

Your comments or suggestions regarding the directive are welcomed. 

In the event you desire any additional background information 

V'OnRY'rlinn r A A 4- 4 . . ~ ^ 1 n i I •' v ‘ 1 . 


regardi ng this di rective, please calif 

nhmiQ* I I t~j_-.ii- L 


phone: [_ 
with the 


NFIB due , 

would be most appreciated. 


of the Intelligence ‘uomruum ty staff. — To" 
date, receipt of any remarks by 15 January 1977 


jTele- 

coincide 


STATINTL 


/s/ George Bush 

George Bush 


Attachment: 
Proposed DCID 
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NATIONAL FOREIGN INTELLIGENCE BOARD 

16 DEC 1976 



MEMORANDUM FOR: Dr. Kenneth J. Ryan 

Chairman, National Commission for the 
Protection of Human Subjects of 
Biomedical and Behavioral Research 

FROM: George Bush 

Chairman 

SUBJECT: Protection of Human Subjects in Research 

Undertaken or Sponsored by the Intelligence 
Community 


1. Attached is a proposed DCID which states the concern of 
the Intelligence Community for the protection of human subjects in 
research projects and provides guidelines to assure the necessary 
protection. 

2. The proposed directive will implement section 5.d. of 
Executive Order 11905 and demonstrate responsiveness to recommenda- 
tions of Congressional committees that the Department of Health, 
Education and Welfare (DHEW) Guidelines (PL 93-348) be followed in 
conducting research which requires human subjects. Though PL 93-348, 
which applies to DHEW, sets out the minimum standard which can be 
considered permissible for Intelligence Community research activities, 
it does not address several issues pertinent to intelligence. That 
legislation also established the National Commission for the Protection 
of Human Subjects of Biomedical and Behavioral Research. Section 5.d., 
E . 0 . 11 905 states that the foreign intelligence agencies are to comply 
with the guidelines of the National Commission in conducting human 
(drug) research. 

3. None of these authorities addresses the generic problem that 
arises when the element of security classification is introduced. The 
Intelligence Community has the dual responsibility of protecting human 
subjects in its research as well as protecting intelligence sources 
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and methods. Because both responsibilities must be met, the potential 
exists for the two to come in conflict. The key elements of the DHEW 
Guidelines call for: (a) review of the proposed research by autonomous 
bodies (Institutional Review Boards) and (b) informed consent procedures 
which provide a thorough explanation of the procedures and attendant 
risks or benefits so that the subject can make a reasoned decision 
whether to participate. These requirements for disclosure may be in 
conflict with traditional security practices. The proposed directive 
provides guidance to correct that circumstance. 

4. When promulgated, this recommended policy would assist in 

the protection of human rights; be responsive to recommendations of 
presidential and Congressional investigatory commissions; and be in 
consonance with guidance issued by currently authorized commissions 
whose principal concern is the protection of human life, rights and 
dignity. 3 

5. The proposed DCID has been forwarded for your information. 

Your comments or suggestions regarding the directive are welcomed. 

In the event you desire any additional background information 
regardin g this dir ective, please call | \ (Tele- STATINTL 


phone: 


of the Intelligence Community Staff. To coincide 


... , , I ... ■ I . . . I I • I U CUIIIU 

with the Nt lb due date, receipt of any remarks by 15 January 1977 
would be most appreciated. 


7*7 George BusK 

George Bush 


Attachment: 
Proposed DCID 
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ORD 2873-75 
% AIIS 1975 


Cliarlas U„ Lot^„ B.B* . v/* .• 

Executive Director 

National • Comiasiim for protection , . y 
of Human Subjects ©f Bios^dieal ana ; •;*. ; , 

Behavioral Res esrch - 
. Westwood Buildings RoossXIS- • :■ 

5333 Westbard Avenue 3- - ; .“v'’ 

Bethesds? Maryland 20®lo ' :• v 7 •_ ' •* ; 

Bear, Dr* Lows .• ■ -"•. » ’ 

Tha quotation in ymsr letter ta*«J 5r©m 
Renairt to the President 

WmSST gSS United- ggatjajTJtmi TT97SFXs correct : 


• Without exertion, the follo^g h ^sS |^ 5 
' into experimental research contracts involving ^^f™*/**** 

• ^ PROTECTION OF HOMAN SUBJECTS t • . . 

in ths» psrfowMmea o£ this con|yas* 5 the eos- '" 
factor w^ll asa^ja® y©sp©ftsibil3,£y ^ 03, a&as^-^E . 

eatablishid and acewted i'. ' 

raaBarch^ourpasaa. ^ToiaTill insludotia siatatBaaBtse 

of B «ai'cal ^SiidiatiaUt? of indi|i*wl S«b3|««3 

records end the maintenance ©£ snenyaaty m as^sa 

• warded to the Sf*sm£©2?,» t . ' 

The nrot&etion of hsmsa rights i» ® matter of 
concern to the Central Intelligent Ag@aej„ 5fd @ SS '-- 

witting institutions* “Ethics Cemaitte® Xa X97% 9 a . ... 


i. - V-V'*V3*V*T^t* 

.t i ; cl ? ial - 


:A-£^ 
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-rv S, Low® 

35 JtLijT — - 7 3 
2 



^ .ir ^ 

^ 4jj'fe©T®S'tS 3tld CtS3tC®VU, 

Thank you for y©®®’ 




*#S,S»Co&? 


I 1 ilXi 23 S B«. Colby 

Director 


■ \ ■ 
1 

1' 

1 

1 

SR/ORI>/BD/S§T: 


- Addressee 


Executive Registry 



D/OI— 

lsr/ord 

LSR Chrono 
non rEroriO 


(30 July 1975) 


m 
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